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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
09/29/2009 and supplemental response of 11/27/2009 have been entered. 

Claims 2-9, 11,12 and 14-24 are pending in the application. All claims have 
been amended to depend directly or indirectly from claim 5. 

The rejections over the prior art set forth in the Office action mailed 07/07/2009 
are withdrawn since all claims depend from claim 5, which was indicated free of the art 
in that Office action. Any rejections not appearing below are considered no longer 
applicable. New rejections under 35 USC 112, 2 nd paragraph are discussed below. 

In addition, a formality issue with regard to nucleic acid sequences has been 
discovered, which is discussed following the rejections. 

Specification 

It is noted that paragraph [0059] of the published application states: "...in order to 
stabilize the aptamer in its stem-loop form (FIG. 1)." This should actually refer to figure 
2, not figure 1 . 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2-9, 11, 12 and 14-24 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

The preamble for claim 5 clearly recites "A scalable process for... the separation 
of a desired recombinant polymerase from undesired nucleic acid ", but the body of the 
claim later recites "exposing purine bases present within either the desired nucleic acid 
product or undesired nucleic acid" and "capture of the desired nucleic acid product or 
undesired nucleic acid" (emphasis provided). There were previous claims during the 
prosecution of this application directed to purifying desired nucleic acids. However, 
claim 5 is a method for separating a desired recombinant polymerase from undesired 
nucleic acid . This problem was pointed out in the Office action mailed 07/07/2009 
(paragraph spanning pages 23-24). In amending the remaining claims to depend from 
claim 5, certain limitations in the remaining claims, which only made sense for the 
embodiments of capturing a desired nucleic acid , should also have been amended to be 
consistent with claim 5. These issues are: 

(i) The inconsistency within claim 5 itself. 

(ii) In claim 4, referring to the captured nucleic acid as a "product". 

(iii) In claim 6, reference to "(or desired) nucleic acids". 

(iv) In claim 1 1 , reference to "the desired supercoiled plasmid DNA product". 
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(v) In claim 12, reference to "supercoiled plasmid DNA product". 

In addition to the issues indicated above, additional issues are: 

Claim 2 recites "wherein the exposed purine base comprises a structural form 
selected from the group consisting of single stranded region of nucleic acid, Hairpins, 
Loops and modifications to the phosphate backbone". It is incorrect to say that a purine 
base could "comprise" these structural forms. For example, a purine base could not 
"comprise" a region of nucleic acid. It is recommended to phrase the limitation thusly: 
"wherein the expose purine base is found within a structural form selected from the 
group consisting of single stranded region of nucleic acid, hairpins, loops, or nucleic 
acid having modifications to the phosphate backbone." 

Claim 6 recites "selected from the group consisting of, but then recites only one 
alternative: IMAC. It would be clearer to just that the separation step based on IMAC. 

Claim 7 recites "comprising introducing single strandedness as an exposed 
purine base". This language is unclear. The following options would be more favorably 
considered: "A process according to claim 5, wherein exposing purine bases comprises 
introducing single strandedness." Or: "A process according to claim 5, comprising 
introducing single strandedness in the undesired nucleic acid." 

Claims 11 and 12 are directed to embodiments for purifying a desired nucleic 
acid, not a desired polymerase. 

Claims 23 and 24 recite the capture technique comprises HIC (hydrophobic 
interaction chromatography) and RPC (reversed phase chromatography). However, 
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independent claim 5 recites the technique must be "selective" for exposed purine bases. 
According to paragraph [0025] of the published application (US 2006/0160093), 
whereas HIC and RPC are "selective for single stranded regions of nucleic acid", they 
are not disclosed as selective for exposed purine bases per se. Rather, this passage 
states: "We have shown that I MAC can selectively and efficiently capture nucleic acids 
containing exposed purine bases and separate them from the desired product." 
However, there is no indication that HIC or RPC are selective for exposed purine bases 
per se. 

Sequence Compliance 

This application discloses nucleic acid sequences falling within the definitions set 
forth in 37 CFR 1 .821 through 1 .825. Specifically, figure 2 and paragraphs [0056] and 
[0059] of the published application disclose such sequences. As noted in MPEP 
2422.01 , any unbranched nucleic acid sequence having 10 nucleotides or more, and 
specifying at least 4 nucleotides (i.e. nucleotides other than "n"), fall within these 
definitions. For this reason, the nucleotide sequence disclosed in paragraph [0060] of 
the published application is exempt from 37 CFR 1 .821 through 1 .825. 

However, this application fails to comply with the requirements of 37 C.F.R. §§ 
1 .821-1 .825 for the reason(s) set forth below: 

1 . The application does not contain, as a separate part of the disclosure, a 
"Sequence Listing" as described in 37 CFR 1.821(c); 

2. This application does not contain, a copy of the "Sequence Listing" in 
computer readable form as described in 37 CFR 1 .821(e). 
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Applicant is required to provide the items in 1 and 2 above, an amendment 
specifically directing entry of the "Sequence Listing" into the application, and a 
statement that the "Sequence Listing" provided for each of items 1 and 2 are the same 
(37 CFR 1 .821 (f)) and introduces no new matter (37 CFR 1 .821 (g)). In lieu of separate 
copies of the "Sequence Listing" as specified in 37 CFR 1 .821(c) and (e), Applicant may 
file the "Sequence Listing" electronically via EFS-Web 

(http://www.uspto.gov/patents/ebc/index.jsp), in which case the statement under 37 
CFR 1 .821 (f) is not required. Note that the statement under 37 CFR 1 .821 (g) is still 
required, as is an amendment directing entry of the "Sequence Listing", even if filed via 
EFS-Web. 

Finally, as set forth in MPEP 2421.03: 

"Upon detection of damage or a deficiency, a notice will be sent to the applicant 
detailing the damage or deficiency and setting at least a 30-day period for reply. The 
period for reply will usually be 2 months when sent during the preexamination 
processing of an application. However, if the notice is sent out with an Office 
communication having a longer period for reply, the period for reply may be longer than 
2 months, e.g., where the notice is sent with an Office action on the merits setting a 3- 
month period for reply. Extensions of time in which to reply will be available pursuant to 
37 CFR 1.136." 

Accordingly, the period for reply for compliance with the Sequence Rules will run 
concurrently with the period for reply to this Office action on the merits. 

Alternatively, the specification may be amended to remove the sequences. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SAMUEL C. WOOLWINE whose telephone number is 
(571)272-1144. The examiner can normally be reached on Mon-Fri 9:00am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571) 272-0782. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Samuel Woolwine/ 
Examiner, AU 1637 



